ore 




UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 
Washington, DC 20231 



| APPLICATION NO. \ FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. 



02/26/98 HANNA 



M 



1488- 0950001 



f~~ HM22/1220^ 

£■;"! xRlNaEp KESSLER, GOLDSTEIN & FOX 
HOC NEW YORK AVENUE, N.W.' 
WAPHJNQTON DC 20005-3934 



EXAMINER 



LANDSMAN, R 



ART UNIT 



PAPER NUMBER 



1647 



DATE MAILED: 



12/20/00 



Please find below and/or attached an Office communication concerning this application or 
proceeding. 

Commissioner of Patents and Trademarks 



PTO90C (Rev. 2/95) 



1- File Copy 



Office Action Summary 



Application No. 

09/030,832 



Examiner 

Robert Landsman 



Applicants) 
HANNA ET AL 



Art Unit 

1647 



~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will appty and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 27 September 2000 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 95-147 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 95-147 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are objected to by the Examiner. 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved. 

12) Q The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

a)QAII b)Q Some*c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. & 119(e). 
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16) □ Notice of Drattsperson's Patent Drawing Review (PTO-948) 1 9) □ Notice of Informal Patent Application (PTO-1 52) 
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DETAILED ACTION 

/. Formal Matters 

A. The Declaration under 37 CFR 1. 13 1, filed 9/27/00, has been entered into the record. 

B. Amendment D, filed 9/27/00, has been entered into the record. 

C. Claims 95-147 are currently pending in the application. In the Office Action dated 3/27/00, the 
Examiner stated that there would be an undue search burden to search Groups I-IH as Applicants 
requested. This response to the Applicants request was intended to be made final in that Office 
Action, but no statement of finality was made. For this reason, the restriction, as stated in the 
Office Action dated 3/27/00, is still deemed proper and is therefore made FINAL. 

D. The Examiner appreciates the submission of the NCBI Entrez Nucleotide Queries (references 
AT16-AS20). The Examiner has initialed the Form PTO-1449 and has included a copy for the 
Applicants. 



Withdrawn Rejection 

/. Claim Rejections - 35 USC § 112, second paragraph 

A. The rejections of claims 95-126 under 35 USC 1 12, second paragraph have been withdrawn since 
Applicants have pointed out that claims 95, 98, 101, 104, 115 and 117 recite 5% of the total amino acid 

residues. 

B. The rejection of claim 127 is withdrawn since Applicants argue that the terms "first" and 
"second" are a necessary part of the Applicants' invention. 
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2. Claim Rejections - 35 USC §102 

A The rejection of all claim under 35 USC 102(a) as being unpatenuble over Davies et al. have 
been whhdrawn in view of Applicants' submission of a Beckon under 37 CFR 1.132 stating that 
Davies and Hales did no, contiib»«e «o me conception of the invention Therefore, the Davies e, al. 
reference is Applicants' own work published less man one year from the filing date of the present 

application. 

B The rejection of all claim under 35 USC 102(a) as being unpatentable over Garret et al. have been 
wnhdrawn in view of Applicants' subrmssion of a Declaration under 37 CFR 1.131 siting ft* 

Applicants also provided convincing evidence that .hey were in possession of the invention before March 

08, 1997. 



3. Claim Rejections - 35 USC §103 

A AU rejections under 35 USC 103(a), have been withdrawn in view of Applicant submission of a 
Declaration^, 37 CFR U32 siting ft* Da.es and Hales did no, contribute te the conception ofthe 
invention. Wore, me Davies e, al. reference is ApphW own work published ,ess man one year 
from die filing date of die present application. 

Maintained Rejections 

1 Claim Rejection, - 35 USC § 112, second paragraph 

A. Claims 95-126 remain rejected under 35 USC ,12, second paragraph for me reasons already of 
record on page 3 of the Office Action dated 3/27/00. The Examiner realizes ma, me AppUcams made the 
„ changes regarding me -Bestf,," program. However, after tamer consideration, „ is suggested 
ft* fte Applicams remove any reference * me program ahogetirer. The amended claims could recte, for 
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example, "...wherein % identity is calculated over the full length of amino acids 1-260 of SEQ ID NO:42 
and that permit gaps of up to 5%. . . " 

New Rejections 

7. Claim Rejections - 35 USC § 101 

35 U S.C. 101 reads as follows: 

A. Claims 95-147 are rejected under 35 U.S.C. 101 because the claimed invention is not supported 
by a specific, substtntial and credible asserted utility or a well estitblished utility. These claims are drawn 
• an invention with no apparent or disciosed pa.er.able utility. This rejection is no, in conflict wnh the 
current utility guidelines. Tne mstan, application has provided a description of a nucleotide to a partially 
isolated protein. However, the instim. application does n« disclose the biological role of this protein or to 
significance. 

1, is clear from the instant specification that the claimed polynucleotide encodes an "orphan 
receptor" in the art. There is little doubt that, after complete charaOerization, this protein will probably be 
found to have a paenfcble utility. This further characfcrization, however, is part of the act of invention 
and until it has been undertaken, Applicants' clauneO invention is incomplete. 

The instant station directly analogous to that of which was addressed in Brenner v. Manson, 
,48 U S P Q 689 (Sus. Ct, 1966), in winch a nove, expound which was structurally logons to other 
compounds whtch were known to possess anticancer activHy was alleged to b. potentially uscfu. as an 
^tomor agent in tire absence of evidence supporting this utility. The court express*, the opinion that all 
chemical compounds are "useful" to the chem.cal arts when this term is given its broadest in.erpraat.on. 
However the court held that tins broad ,„,erpr«ation was no, the mtended definition of "usefo," as „ 
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appears in 35 U.S.C. 101, which required that an invention must have either an immediate obvxous or 

fully disclosed "real-world" utility. The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for granting a patent 
monopoly is the benefit derived by the public from an invention with substantial utility - «[u]nless and until a 
process is refined and developed to this point - where specific benefit exists in currently available form - there 
is insufficient justification for permitting an applicant to engross what may prove to be a broad field," and "a 
patent is not a hunting license," «[i]t is not a reward for the search, but compensation for its successful 
conclusion." 

The instant claims are drawn to a polynucleotide encoding a protein which has a ye. 
undermined function or biological significance. Applicant have hypothesize, tha, <Ws receptor is a 
member of the GABA receptor family of receptors. Ttore is no acma. and specific significance which can 
be attributed » said protein identified in the specification. Applicants have no, disclosed tha, they are in 
Possession of compounds which interact with mis subu.it of a GABA raptor, or that this subuni, has 
activny. For mis reason, me iM* invention rs incomplete. In the absence of a Knowledge of the naWal 
ligands or biological significance of this protein, mere is no immedrateiy obvious patertable use for it. To 
employ a protein of the instant invention in the identification of substances whrch bind to and/or mediate 
activity of me said receptor is clearly to use » as me object of further research which has been determine* 
by the courts to be a non-patenUbre utihty. Since the insfcnt specification does no, disdose a '•real-world" 
nse for said protein, men me claimed invention , incomplete and, therefore, does not meet me 
requirements of 35 U.S.C. 101 as being useful. 

Therefore, since the isolafcd polynucleotide has not been shown to have any specrfic, substantia, 
and credible asserted utihty or a well established utility, the Cairned protein, ftagmen* of the 
polynucleotide or recepttr, as wel, as vectors, host cells and meUrod of producing me protem do no, have 
any specific, substantial and credrble asserted utility or a well established utility. 
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2. Claim Rejections - 35 USC § 112, first paragraph - lack of enablement 

A. The specification is objected to and claims 95-147 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to adequately teach how to use the instant invention. Specifically, since the claimed 
invention i. not supported by a specific, substantial and credible asserted utility or a well established 
utility for the reasons set forth above, one skilled in the art clearly would not know how to use the 

claimed invention. 

B. Claims 95, 98, 101 and 104, 107-117, 119-126 and 127-147 are rejected under 35 U.S.C. 112, 
first paragraph, because the specification, while being enabling for SEQ ID NO:42 does not reasonably 
provide enablement for polypeptides which are "at least 95% identical" to various amino acid segments of 
SEQ ID NO:42. The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention commensurate in scope wife 
these claims. 

In In ,e Wands. 8USPQ2d, 1400 (CAFC 1988) page 1404. the facto* to be considered in 
determining whetire, a disclosure would require undue experimentation include (1) the quantity of 
experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence 
of working examples, (4) me nature of the invemion, (5) the state of the prior art, (6) the relative sKrU of 
those tame art, (7) the predictability or unpredi«abi.i«y of the art, and (8) me breadth of the claims. 

These claims are rejeoten since they recite a "at leas. 95% identical" to various segment of SEQ 
ID NO:42. First, the breadth of the claims is too large with regard to Applicants claiming all proteins 
- which are at least 95% identical «o SEQ !D NO:42. Apples have only provided guidance and working 
^ples of the claimed segments of SEQ ID NCM2 and no, of pro te ins which are at leas, 95% .dentica, 
„ various segment of SEQ D> NO:42. In addition, i, is no, predictable « one of ordinary skUl i„ tire art 
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what proteins which only comprise at least 95% identity to the disclosed segments of SEQ ID NO:42 
would code for. 

In addition, regarding claims 136-147, the breadth of the claims is too large with regard to the 
claimed fragments of SEQ ID NO:42. First, the specification does not provide any guidance or working 
examples of the use of fragments of SEQ ID N0.42 and it is not predictable to one of ordinary skill in the 
art which fragments of SEQ ID NO:42 can be used or how to use them. 

Therefore, due to the large breadth of the claims regarding all fragments and proteins which are at 
least 95% identical to SEQ ID NO:42, or segments thereof, along with a lack of guidance and working 
examples of how to make and use these fragments and segments which are 95% identical to those of SEQ 
ID NO:42, or segments thereof, as well as the unpredictability in the art of how to make and use 
functional fragments and segments, the Examiner holds that undue experimentation would be necessary to 
practice the method of using fragments and segments of SEQ ID NO:42 as claimed. 

3. Claim Rejections - 35 USC § 112, first paragraph - lack of written description 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

U. specification shall contain a witten description of the ^'^f^oTS^ STfcSSS 
contemplated by the inventor of carrying out his invention. 
A. Claims 95, 98, 101 and 104, 107-117 and 119-126 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the application was 
filed, had possession of the claimed invention. 

These are genus claim,. The term »% identical" can mean a nucleic acid molecule or protein 
having one or more ammo acid insertions, substitution, or deletions to SEQ ID NO:42. Tne specification 
and claims do no. indicate what anguishing attributes are shared by the members of the genus. Thus 
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the scope of the claims includes numerous structural variants, and the genus is highly variant because a 
significant number of structural differences between genus members is permitted. Although these types of 
changes are routinely done in the art, the specification and claims do not provide any guidance as to what 
changes should be made. Structural features that could distinguish compounds in the genus from others in 
the protein class are missing from the disclosure. No common structural attributes identify the members 
of the genus. The general knowledge and level of skill in the art do not supplement the omitted 
description because specific, not general, guidance is what is needed. 

Since the disclosure fails to describe the common attributes or characteristics that identify 
members of the genus, and because the genus is highly variant, SEQ ID NO:42 alone is insufficient to 
describe the genus. One of skill in the art would reasonable conclude that the disclosure fails to provide a 
representative number of species to describe the genus. Claims 96, 97, 99, 100, 102, 103, 105, 106 and 
1 18 are objected to since they depend from rejected base claims. 



^''^(X^concerning this communication or earlier communications from the examiner should 
be directed to Robert Landsman whose telephone number is (703) 306-3407 "lie examiner can formally 
be reached on Monday - Friday from 8:00 AM to 5:00 PM (Eastern time) and alternate Fridays from 8.00 

m t0 5 If atlmpte to^cTthe examiner by telephone are unsuccessful, the Examiner's supervisor, Gary 

K ^' C Offi:^ be directed to (703) 308-4242. Fax draft or informa! 

be directed to the Group receptionist whose telephone number is (703) 308-0196. 
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